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1. INTRODUCTION

In January 2003, NICE published an interim process manual describing how it prepares guidance on the safety and efficacy of interventional procedures. 

The purpose of this document is to describe how interventional procedures are assessed in Brent tPCT. The process is designed to achieve robust guidance, developed in an open, transparent and timely way that allows maximum understanding and input from consultees and other stakeholders.

Interventional procedures are those used for diagnosis or treatment that involve incision, puncture, entry into a body cavity or the use of ionising, electromagnetic or acoustic energy.

It is important therefore that Brent PCT has a policy to enable new interventional procedures to be introduced safely and with full communication with patients and staff.


2.
WHAT IS AN INTERVENTIONAL PROCEDURE
An interventional procedure is a procedure used for diagnosis or treatment that involves one of the following:

· Making a cut or a hole to gain access to the inside of a patient’s body – for example, when carrying out an operation or inserting a tube into a blood vessel


· Gaining access to a body cavity (such as the digestive system, lungs, womb or bladder) without cutting into the body – for example, examining or carrying out treatment on the inside of the stomach using an instrument inserted via the mouth.


· Using electromagnetic radiation (which includes X-rays, lasers, gamma-rays and ultraviolet light) – for example, using a laser to treat eye problems.

2. THE INTERVENTIONAL PROCEDURES PROGRAMME
From 13 November 2003, medical practitioners planning to undertake new interventional procedures should seek approval from their NHS Clinical & Corporate Governance Committee before doing so.  The Chair of the Clinical & Corporate Governance Committee should notify the procedure to the Interventional Procedures Programme at the National Institute for Clinical Excellence (NICE) unless it is already listed there.  In a case where the procedure has to be used in an emergency (see below) the procedure should be notified to the Clinical & Corporate Governance Committee within 72 hours.

The only exception to the process is when the procedure is being used only – within a protocol approved by a Research Ethics Committee (REC).


3.
HOW THE PROGRAMME WORKS
Medical practitioners intending to carry out a new interventional procedure should seek the approval of their NHS Trust’s Clinical & Corporate Governance Committee.  If the procedure is not listed on NICE’s website (www.nice.org.uk/ip), the Chair of the Committee should notify the procedure to NICE via the website.  A new notification will initiate the following procedure

· NICE will prepare a brief overview of the evidence on the procedure’s safety and efficacy and consult its Specialist Advisors


· a NICE advisory committee will decide either to issue guidance on the procedure or to seek more information before doing so.  As part of this process, NICE may commission a systematic review of research on the procedure, or set up a national register to collect data about patients who have been treated with it


· NICE consults publicly on all its guidance and its advisory committee will consider responses to consultation before guidance on any procedure is issues

Patients, managers, commissioners and others can also notify procedures directly to NICE through its website.

4.
PROCESS WITHIN BRENT PRIMARY CARE TRUST
Any doctor considering use in the National Health Service of a new interventional procedure which he/she has not used before, or only used outside the NHS, should seek the prior approval of the Trust’s Clinical & Corporate Governance Committee using the formal application form Appendix 

If the procedure is the subject of NICE guidance, the Committee should consider whether the proposed use of the procedure complies with the guidance before approving it.

If no NICE guidance on the procedure is available, the Committee will only approve its use if:


· The clinician has met externally set standards of training


· Rigorous arrangements for consent are in place (as stated below)


· The Committee is satisfied that the proposed arrangements for clinical audit are sound and will capture data on clinical outcomes that will be used to review continued use of the procedure.


TRAINING

• the doctor has met externally set standards of training; Brent PCT’s Clinical and Corporate Governance Committee will ensure that the clinical professional has met appropriate external standards of training to undertake the procedure via the Medical Director who also attends the Clinical and Corporate Governance Committee


CONSENT

• all patients offered the procedure are made aware of the special status of the procedure and the lack of experience of its use. This should be done as part of the consent process and should be clearly recorded. Patients need to

understand that the procedure’s safety and efficacy is uncertain and be

informed about the anticipated benefits and possible adverse effects of the

procedure and alternatives, including no treatment;


The Committee should also take account of the Clinical Negligence Scheme for Trust’s standard 5.2.6.


It is recognised that in rare circumstances, where no other treatment options exist there may be a need to use a new procedure in a clinical emergency so as not to place a patient at serious risk. If a doctor has performed a new interventional procedure in such circumstances he/she must inform the Clinical Governance Committee within 72 hours. The Committee will consider approval of the procedure for future use as above.

When NICE is collecting data under this Programme, doctors should supply the information requested on every patient undergoing the procedure. The Trust is encouraged to support this to enable the National Health Service to have access more speedily to guidance on the procedure’s safety and efficacy. The collection of data from patients will be governed by the Data

Protection Act.


The only exception to the above process is when the procedure is being used only within a protocol approved by a Research Ethics Committee (REC). In this case, notification to the National Institute of Clinical Excellence is not needed, as patients are protected by the REC’s scrutiny. However, RECs should notify Trust Clinical Governance Committees when they approve a protocol involving an interventional procedure. Use outside the protocol should only occur after approval from the Clinical Governance Committee as set out above.

If an adverse incident occurs in association with a new interventional procedure this should be reported to the National Patient Safety Agency in the normal way via the national reporting and learning system for adverse events to be implemented across the NHS in 2003.

Colleagues may find it useful to consult the NICE website (Interventional Procedures) at www.nice.org.uk/ip and the Programme can be contacted via ip@nice.nhs.uk
Policy to be read in conjunction with Brent PCT’s Policy for consent to examination or treatment.
APPENDIX 1

Appendix 1
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APPLICATION FOR THE INTRODUCTION AND DEVELOPMENT OF NEW INTERVENTIONAL PROCEDURES

Please complete all sections below and submit to the Chairman of the Clinical & Corporate Governance Committee

Name…………………………    Signature ………………….    Directorate……………………….

Signed ………………………..  Clinical Director

	Title of Proposed procedure or technique

	

	List the indications for the procedure

	

	Briefly describe what the procedure involves

	

	What are the intended benefits of performing the procedure

	

	What are the main potential adverse effects of the procedure?

Please describe likely adverse effects, side effects, complications and any major risks (even if uncommon).  If possible estimate their incidence.

	

	Does the procedure involve a device?  (If yes, please list the names and manufacturers of relevant devices)

	

	Do you know of any trials or registries on this procedure currently in progress?

	

	Impact on Service (positive and negative)

	

	Impact on other services (e.g pathology, radiology)

	

	What training/preparation has been undertaken?

	

	Proposed date of audit

	

	What will be audited?

	

	Funding

	

	Consent

	

	Other information (including support of Medical Director and/or clinical colleagues)

	

	Has NICE been notified
	Y
	N
	Date of Notification

	I have read and understand the guidance in the Policy for Introduction and Development of New Interventional Procedures   FORMCHECKBOX 
 please tick



	Signature
	Date

	








